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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Current Status 

1. Claims 1-18 are pending in the application. 

Priority 

Acknowledgment is made of applicant's claim for foreign priority under 35 
U.S.C. 119(a)-(d). 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claims 1-18 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 is rejected because the variable R is defined as "a non-immobilized 
hydrophobic moiety". It is not clear what moiety applicant is claiming, and the variable 
R' is not defined. Clarification is required. 

Claim 6 is rejected because the variable R is defined as "a non-polar thiol". It is 
not clear what non-polar thiol applicant is claiming. Clarification is required. 

Claim 16 is rejected because the variable R is defined as "a hydrophobic moiety". 
It is not clear what hydrophobic moiety applicant is claiming. Clarification is required. 
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Claims 1 1 and 17 are rejected because the variable R is defined as "polynuclear 
aromatic group". It is not clear what polynuclear aromatic group applicant is claiming. 
Clarification is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claims 1-18 provide for the method of reducing the purified disulphide, but, since 
the claim does not set forth any steps involved in the method/process, it is unclear what 

method/process applicant is intending to encompass. A claim is indefinite where it 

i 

merely recites a process without any active, positive steps delimiting how this use is 
actually practiced. 

Claims 1-18 are rejected under 35 U.S.C. 101 because the claimed recitation of 
a method of reducing the purified disulphide, without setting forth any steps involved in 
the process, results in an improper definition of a process, i.e., results in a claim which 
is not a proper process claim under 35 U.S.C. 1 01 . See for example Ex parte Dunki, 
153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(a) the invention was known or used by others in this country, or patented or 
described in a printed publication in this or a foreign country, before the invention 
thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Gutcho et al. v 

{US 2,820,780}. 

Gutcho et al. disclose applicants 1 claimed process of reducing disulphide and 
isolating the thiol. See columns 1-4. 

Claims 16-18 are rejected under 35 U.S.C. 102(a) as being anticipated by Fahey 
et al., {US 6,780,418 same as WO 99/21580} 

Fahey et al. disclose applicants claimed disulphide. Applicants have claimed a 
product by way of a product by process claim. The Examiner did not give any 
patentable weight to the process step. 

Claims 16-18 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gutcho etal., {US 2,820,780}. 

Gutcho et al. disclose applicants claimed disulphide. Applicants have claimed a 
product by way of a product by process claim. The Examiner did not give any 
patentable weight to the process step. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 



Application/Control Number: 10/569,710 
Art Unit: 1621 



Page 5 



matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fahey et al., {US 6,780,41 8} in view of Gutcho et al., {US 2,820,780}. 

Applicants claim a method of isolating a thiol R'SH from a thiol-containing 
mixture, the method including the steps of forming a mixed disulphide R'SSR of the thiol 
R'SH in the mixture, in which R is a non-immobilised hydrophobic moiety; purifying the 
mixed disulphide R'SSR; reducing the purified mixed disulphide R'SSR to produce a 
mixture of thiols R'SH and RSH; and isolating the thiol R'SH; wherein all the other 
variables are as defined in the claims. 

Determination of the scope and content of the prior art (M.P.E.P. $2141.01) 

Fahey et al. teach a reversed phase HPLC process for separation of mycothiol 
and mycothiol disulphide. The process includes detecting mycothiol and mycothiol 
precursor in a bacterial colony. The process further includes biotinylating mycothiol 
and mycothiol precursor to form biotinylated mycothiol and biotinylated mycothiol 
precursor followed by formation of a complex, the complex was then detected. 
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Ascertainment of the difference between the prior art and the claims (M.P.E.P.. 
$ 2141.02) 

Fahey et al. process of isolation of a thiol differs from the instantly claimed 
process of isolating R'SH from a thiol containing mixture in that applicants' claim a 
process that purifies and isolate R'SH while Fahey et al. teach a process of detecting 
mycothiol in the form of disulphide. Another difference between applicants claimed 
invention and the teaching of Fahey et al. is that applicants' claim a process of forming 
a mixed disulphide R'SSR, followed by reduction of the purified mixed disulphide R'SSR 
to produce a mixture of thiols R'SH and RSH while Fahey et al. teach a process that 
isolated polyclonal antibody which binds to mycothiol as shown by the reaction below. 
Fahey et al. is silent about the reduction of the disulphide. 

MSH 

OVA — NH 2 + SPDP - - 

OVA — NH — CO — CH 2 CH 2 — S — SM 

However, the secondary reference of Gutcho et al. teaches a process of reducing 
disulphide. See columns 1-4. 

Finding of prima facie obviousness-rational and motivation (M.P.E:P.. $2142- 
21431 

The instantly claimed method of isolating a thiol R'SH from a thiol-containing 
mixture Would have been suggested to one of ordinary skill because one of ordinary skill 
wishing to obtain pure thiol from a thioi-containing mixture is taught to employ the 
process of Fahey et al. and Gutcho et al. 
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One of ordinary skill in the art would have a reasonable expectation of success in 
practicing the instant invention by varying the process conditions from the teachings of 
Fahey et al. and Gutcho et al. to arrive at the instantly claimed process of isolating a 
thiol R'SH from a thiol-containing mixture. Said person would have been motivated to 
practice the teachings of the references cited because they demonstrate that thiols have 
some advantages and disadvantages in medical field. The instantly claimed invention 
would therefore have been obvious to one of ordinary skill in the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chukwuma O. Nwaonicha whose telephone number is 
571-272-2908. The examiner can normally be reached on Monday thru Friday, 8:30am 
to 5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne (Bonnie) Eyler can be reached on 571-272-0871. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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